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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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1 )□ Responsive to communication(s) filed on . 

2a)Q This action is FINAL. 2b)S This action is non-final. 
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Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .0 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 
Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

Claims 1 - 13 and 17 - 19 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Krulevitch et al. (U.S. Pat. No. 6,454,759 B2). Regarding claims 1,6-11 
and 19, Krulevitch et al. teach an implantable micro fluidic apparatus comprising: a body 
structure (20) having at least one microchannel (24) with an associated fluid driving 
means (26); a microelectronic chip comprising circuitry (33 & 34) for operating the 
apparatus located within the body structure and which is capable of being coupled to an 
external power source without physical contact and which is also capable of being 
remotely monitored and controlled (see col. 3, line 10 - col. 7, line 67; figure 2). 
Regarding claims 2, 13 and 19, Krulevitch et al. teach the use of RF-powered electronics 
for remote control and programming (see col. 3, lines 52 - 63). Regarding claims 3-5 
and 12, Krulevitch et al. teach the use of inductive electromagnetic power coupling for 
the implanted apparatus for the integrated electronics (see col. 3, lines 10 - 33). 
Regarding claims 17 and 18, Krulevitch et al. teach the incorporation of a means (32) for 
delivering a chemical substance (see col. 5, lines 1 - 23). The Courts have held that 
apparatus claims must be structurally distinguishable from the prior art in terms of 
structure, not function. See In re Danley, 120 USPQ 528, 531 (CCPA 1959); and 
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Hewlett-Packard Co. V. Bausch andLomb, Inc., 15 USPQ2d 1525, 1528 (Fed. Cir. 
1990). The Courts have held that the manner of operating an apparatus does not 
differentiate an apparatus claim from the prior art, if the prior art apparatus teaches all of 
the structural limitations of the claim. See Ex Parte Masham, 2 USPQ2d 1647 (BPAI 
1987) (see MPEP§2114). 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 




Claim Rejections - 35 USC § 103 



obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 
various claims was commonly owned at the time any inventions covered therein were 
made absent any evidence to the contrary. Applicant is advised of the obligation under 
37 CFR 1.56 to point out the inventor and invention dates of each claim that was not 
commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

1. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rrulevitch et al. in view of Palti (U.S. Pat. No. 5,474,552 A). Krulevitch et al. do not 
specifically teach the further incorporation of a detections means within the device. 
Krulevitch et al. do that their disclosed implantable microfluidic apparatus may be 
utilized with individuals requiring controlled drug delivery and the periodic administering 
of drugs (see col. 8, lines 1 1 - 28). Palti teaches an implantable apparatus comprising a 
sensor and a drug delivery pump, which is utilized in monitoring and maintaining the 
concentration of glucose in a person within a predetermined range (see Abstract). As a 
result, a person of ordinary skill in the art would have recognized the suitability of 
incorporating a sensor or detection means, as taught by Palti, within the apparatus of 
Krulevitch for the intended purpose of continuous monitoring and control of glucose 
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within a person (see MPEP § 2144.07). Furthermore, as evidenced by Palti, a person of 
ordinary skill in the art would accordingly have had a reasonable expectation of success 
of incorporating a detection means within an implantable microfluidic apparatus. The 
Courts have held that the prior art can be modified or combined to reject claims as prima 
facie obvious as long as there is a reasonable expectation of success. See In re Merck & 
Co., Inc., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986) (see MPEP § 2143.02). 
Therefore, it would have been obvious to a person of ordinary skill in the art to 
incorporate a detection means within the apparatus of Krulevtich et al. in order to provide 
a means for effective continuous monitoring and control. 

2. Claims 15 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Krulevitch et al. in view of Palti, as applied to claim 14 above, and further in view of 
Weigl et al. (U.S. Pat. No. 5,948,684 A). Krulevitch et al in view of Palti do not 
specifically teach the further incorporation of a detection means comprising a T-sensor. 
Weigl et al. do teach the use of a T-sensor in glucose detection (see col. 14, lines 32 - 
58). As a result, a person of ordinary skill in the art would have recognized the suitability 
of incorporating a T-sensor, as taught by Weigl et a., within the apparatus of Krulevitch 
and Palti for the intended purpose of facilitating effective glucose detection (see MPEP § 
2144.07). Furthermore, as evidenced by Weigl et al., a person of ordinary skill in the art 
would accordingly have had a reasonable expectation of success of utilizing a T-sensor 
for glucose detection. The Courts have held that the prior art can be modified or 
combined to reject claims as prima facie obvious as long as there is a reasonable 
expectation of success. See In re Merck & Co., Inc., 800 F.2d 1091, 231 USPQ 375 (Fed. 
Cir. 1986) (see MPEP § 2143.02). Therefore, it would have been obvious to a person of 
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ordinary skill in the art to incorporate a T-sensor detection means within the apparatus of 
Krulevtich et al. and Palti in order to provide a means for effective continuous monitoring 
and control. Regarding claim 16, Weigl et al teach that the T-sensor relies on a diffusion 
separation process to effect sample detection and analysis (see col. 7, lines 29 - 36). 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Yager et al. teach a microfabricated diffusion-based T-sensor. 
Sayler et al. teach an implantable microfluidic apparatus for controlled drug delivery. 
Harpstead et al. teach implantable drug infusion techniques. Labbe et al. teach an 
implantable pump system. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian J. Sines, Ph.D. whose telephone number is (571) 
272-1263. The examiner can normally be reached on Monday - Friday (11:30 AM - 8 
PM EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on (571) 272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
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